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DETAILED ACTION 

Claims 1-15 and 19-23 are pending in the application. 

Election/Restrictions 
1 . Applicant's election with traverse of Group I in the reply filed on December 4, 
2007 is acknowledged. The traversal is on the ground(s) that the Examiner has not 
made a proper case under the PCT rules to support the lack of unity and that the 
compounds of formula (I) possess a special technical feature, which is shared by the 
alternatives listed in Groups designated by the Examiner. This is not found persuasive 
because the compounds, compositions, method of use and the process of preparing the 
compounds of formula (I) of the instant invention embrace a wide variety of ring systems 
with respect to a, b and c. 

Note MPEP 2173.05(h) "where a Markush expression is applied only to a portion 
of a chemical compound, the propriety of the grouping is determined by a consideration 
of the compound as a whole, and does not depend on there being a community of 
properties in the members of the Markush expression. Therefore, what should be 
considered for patentable distinctness is the compound as a whole. Would a whole 
compound where the compound is a 1 ,4-diazabicyclo[3.2.1]octane compound be 
patentably distinct from a whole compound where the compound is a 1 ,4- 
diazabicylco[3.2.2]nonane as set forth in claim 1 of U.S. 4,895,943? If a reference for 
one would not be a reference for the other, then restriction is considered proper. It is 
the compound as a whole a 1 ,4-diazabicyclo[3.2.1]octane vs. 1 ,4- 
diazabicyclo[3.2.2]nonane, etc., that must be considered for patentable distinctness. 
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Thus, separate searches in the literature would be required. However, should 
applicant traverse on the ground that the species are not patentably distinct, applicant 
should submit evidence or identify such evidence now of record showing the species to 
be obvious variants or clearly admit on the record that this is the case. In either 
instance, if the examiner finds one of the inventions unpatentable over the prior art, the 
evidence or admission may be used in a rejection under 35 U.S.C. 103(a) of the other 
invention. 

Additionally, the applicants stated that the claimed compounds of formula (I) 
share a special technical feature, which other than the nitrogen atom of the bicyclic ring 
and the carbon atom of the carbonyl or thiocarbonyl is not seen. A special technical 
feature is that portion of the formula, which makes a contribution over the prior art, the 
compound 1,4-diazabicyclo[3.2.1]octane possesses the nitrogen atom bonded to the 
carbon atom however, a nitrogen atom of a ring bonded to a carbon atom is not 
sufficient enough of a special technical feature. 

The requirement is still deemed proper and is therefore made FINAL. 

2. It is noted that claim 21 was originally included in Group I, but upon further 
review of the claims the process of claim 21 is actually directed to the subject matter of 
Group III and is herein withdrawn from further consideration pursuant to 37 CFR 
1 .142(b), as being drawn to a nonelected invention, there being no allowable generic or 
linking claim. Applicant timely traversed the restriction (election) requirement in the reply 
filed on December 4, 2007. 
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3. Claims 5, 1 2, 1 3, 1 5, 22 and 23 are withdrawn from further consideration 
pursuant to 37 CFR 1 .142(b), as being drawn to a nonelected invention, there being no 
allowable generic or linking claim. Applicant timely traversed the restriction (election) 
requirement in the reply filed on December 4, 2007. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

4. Claim 19 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the enablement requirement. The claim(s) contains subject matter, which was not 
described in the specification in such a way as to enable one skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and/or use the invention. 
The specification does not enable any person skilled in the art to which it pertains, or 
with which it is most nearly connected, to make and/or use the invention commensurate 
in scope with these claims. The scope of the method claims are not adequately 
enabled solely based on its inhibitory effect on the a7 nicotinic receptor provided in the 
specification. 

In evaluating the enablement question, several factors are to be considered. In 
re Wands, 8 USPQ2d 1400 (Fed. Cir. 1988); Ex parte Forman, 230 USPQ 546. The 
factors include: 1 ) The nature of the invention, 2) the state of the prior art, 3) the 
predictability or lack thereof in the art, 4) the amount of direction or guidance present, 5) 
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the presence or absence of working examples, 6) the breadth of the claims, and 7) the 
quantity of experimentation needed. 

HOW TO MAKE: The nature of the instant invention has claims, which 
generically embrace the elected invention of substituted 1,4-diazabicyclo[3.2.1]octane 
compounds of formula (I), where a is 1, b is 1 and c is 1 of which the applicants have 
neither support or contemplated. 

The instant specification teaches about 75 examples where a is 1 , b is 2 and c is 
1 . Each of these examples only possess a 1 ,4-diazabicyclo[3.2.2]nonane in the 
compounds of formula I. 

In view of the lack of direction provided in the specification regarding starting 
materials, the lack of working examples, and the general unpredictability of chemical 
reactions, it would take an undue amount of experimentation for one skilled in the art to 
make the claimed compounds and therefore practice the invention. To be enabling, the 
specification of a patent must teach those skilled in the art how to make and use the 
scope of the claimed invention without undue experimentation. The applicants' are not 
entitled to preempt the efforts of others. The test for determining compliance with 35 
U.S.C. § 1 1 2 is whether the applicants have clearly defined their invention. 

HOW TO USE: Claim 19 is to a method for treating any and all diseases and/or 
conditions associated with a7 nicotinic receptor. Any evidence presented must be 
commensurate in scope with the claims and must clearly demonstrate the effectiveness 
of the claimed compounds. The scope of claim 19 includes diseases and/or conditions 
not even known at this time, which may be associated with a7 nicotinic receptor and the 



Application/Control Number: 10/524,484 Page 6 

Art Unit: 1624 

scope of claim 19 includes diseases and/or conditions not even known at this time, 
which may be associated with the a7 nicotinic receptor. While the treatment of 
depression and anxiety have been linked with a7 nicotinic receptor inhibition the art 
does not recognize use of such inhibitors as broad based drugs for treating all disorders 
instantly embraced. 

It is difficult to treat many of the disorders claimed herein. Instant claim language 
embraces disorders not only for treatment but the prophylaxis, which is not remotely 
enabled. It is presumed in the prophylaxis of the diseases and/or disorders claimed 
herein there is a way of identifying those people who may develop anxiety, depression, 
etc. There is no evidence of record, which would enable the skilled artisan in the 
identification of the people who have the potential of becoming afflicted with the 
disorders claimed herein. 

Where the utility is unusual or difficult to treat or speculative, the examiner has 
authority to require evidence that tests relied upon are reasonably predictive of in vivo 
efficacy by those skilled in the art. See In re Ruskin, 148 USPQ 221 ; Ex parte 
Jovanovics, 21 1 USPQ 907; MPEP 2164.05(a). 

Patent Protection is granted in return for an enabling disclosure of an invention, 
not for vague intimations of general ideas that may or may not be workable. Tossing out 
the mere germ of an idea does not constitute enabling disclosure. Genentech Inc. v. 
Novo Nordisk 42 USPQ2d 1001. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 
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5. Claims 1-4, 6-11, 14, 19 and 20 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
subject matter which applicant regards as the invention. The following reasons apply: 

a. Claim 1 and claims dependent thereon are vague and indefinite in that it is 
not known what is meant by the moiety CF 3 NR 1 R 2 in the definition of the 
substituents on rings Ar 1 and Ar 2 . 

b. Claim 1 1 recites the limitation "OR 3 and CH 2 OR 3 " in the definition of the 
substituents on rings Ar 1 and Ar 2 . There is insufficient antecedent basis for this 
limitation in the claim. 

c. Claim 14 recites the limitation "OR 1 and CH 2 OR 1 " in the definition of the 
substituents on rings Ar 1 and Ar 2 . There is insufficient antecedent basis for this 
limitation in the claim. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

6. Claims 1-3, 6-11, 19 and 20 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Peters et al., U.S. Patent Application Publication 2006/0148789. The 
generic structure of Peters encompasses the instantly claimed compounds (see 
Formula I, page 2) for the same uses as claimed herein. Example 1 differs only in the 
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nature of the n substituent of the diazabicyclic ring of formula I. Page 2, paragraph 
[0020] defines the substituent n as 1 , 2 or 3. The compounds, compositions and 
method of use of the compounds of formula I of the instant invention are generically 
embraced by Peters in view of the interchange ability of n substituent of the 
diazabicyclic ring system. Thus, one of ordinary skill in the art at the time the invention 
was made would have been motivated to select for example n is 1 of the reference as 
well as other possibilities from the generically disclosed alternatives of the reference 
and in so doing obtain the instant compounds in view of the equivalency teachings 
outlined above. 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 
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7. Claims 1 -4, 6-11, 14, 19 and 20 are provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over claims 1, 2, 
4, 5, 7, 8, 13 and 14 of copending Application No. 10/524,482. Although the conflicting 
claims are not identical, they are not patentably distinct from each other because the 
compounds of formula I are embraced by the compounds of 10/524,482 where R is Ar. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

8. Claims 1-4, 6-11, 14, 19 and 20 are provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over claims 1-19 
of copending Application No. 10/583,576. Although the conflicting claims are not 
identical, they are not patentably distinct from each other because the compounds of 
formula I are embraced by the compounds of 10/583,576 where G is Ar 2 . 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Brenda L. Coleman whose telephone number is 571- 
272-0665. The examiner can normally be reached on 9:30-6:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James O. Wilson can be reached on 571-272-0661. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Brenda L. Coleman/ 

Primary Examiner, Art Unit 1624 



